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(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 54
FR 25049, June 12, 1989]

§ 876.4770 Urethrotome.
(a) Identification. A urethrotome is a

device that is inserted into the urethra
and used to cut urethral strictures and
enlarge the urethra. It is a metal in-
strument equipped with a dorsal-fin
cutting blade which can be elevated
from its sheath. Some urethrotomes in-
corporate an optical channel for visual
control.

(b) Classification. Class II (perform-
ance standards).

§ 876.4890 Urological table and acces-
sories.

(a) Identification. A urological table
and accessories is a device that con-
sists of a table, stirrups, and belts used
to support a patient in a suitable posi-
tion for endoscopic procedures of the
lower urinary tract. The table can be
adjusted into position manually or
electrically.

(b) Classification. (1) Class II (special
controls) for the electrically powered
urological table and accessories. The
device is exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter subject to
§ 876.9.

(2) Class I for the manually powered
table and accessories, and for stirrups
for electrically powered table. The de-
vice subject to this paragraph (b)(2) is
exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996; 63 FR 59228, Nov. 3,
1998]

Subpart F—Therapeutic Devices

§ 876.5010 Biliary catheter and acces-
sories.

(a) Identification. A biliary catheter
and accessories is a tubular flexible de-
vice used for temporary or prolonged
drainage of the biliary tract, for
splinting of the bile duct during heal-
ing, or for preventing stricture of the

bile duct. This generic type of device
may include a bile collecting bag that
is attached to the biliary catheter by a
connector and fastened to the patient
with a strap.

(b) Classification. Class II (perform-
ance standards).

§ 876.5030 Continent ileostomy cath-
eter.

(a) Identification. A continent ileos-
tomy catheter is a flexible tubular de-
vice used as a form during surgery for
continent ileostomy and it provides
drainage after surgery. Additionally,
the device may be inserted periodically
by the patient for routine care to
empty the ileal pouch. This generic
type of device includes the rectal cath-
eter for continent ileostomy.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 54
FR 25050, June 12, 1989]

§ 876.5090 Suprapubic urological cath-
eter and accessories.

(a) Identification. A suprapubic
urological catheter and accessories is a
flexible tubular device that is inserted
through the abdominal wall into the
urinary bladder with the aid of a trocar
and cannula. The device is used to pass
fluids to and from the urinary tract.
This generic type of device includes the
suprapubic catheter and tube, Malecot
catheter, catheter punch instrument,
suprapubic drainage tube, and the
suprapubic cannula and trocar.

(b) Classification. (1) Class II (per-
formance standards).

(2) Class I for the catheter punch in-
strument, nondisposable cannula and
trocar, and gastro-urological trocar.
The devices subject to this paragraph
(b)(2) are exempt from the premarket
notification procedures in subpart E of
part 807 of this chapter.

[48 FR 53023, Nov. 23, 1983, as amended at 61
FR 1122, Jan. 16, 1996]

§ 876.5130 Urological catheter and ac-
cessories.

(a) Identification. A urological cath-
eter and accessories is a flexible tubu-
lar device that is inserted through the
urethra and used to pass fluids to or
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